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FREEDOM OF INFORMATION SUMMARY 

1. GENERAL INFORMATlon: 

a. File Number: 

b. Sponsor: 

c. Established Names: 

d. Proprietary Name: 

e. Dosage Form: 

f. How Supplied: 

g. How Dispensed: 

h. Amount of Active Ingredients: 

i. Route of Administration: 

j . Species/Class: 

k. Recommended Dosage: 

1. Pharmacological Category: 

m. Indica.tions i 

ANADA 200-346 

Ivy Laboratories, 
Div. of Ivy Animal Health, Inc. 
8857 Bond Street 
Overland Park, KS 662 14 

Drug Labeler Code: 02 164 1 

Trenbolone acetate and estradiol 

COMPONENT TE-200 

Implantation (ear implant) 

As an implant made up of 10 pellets with each pellet 
containing 20 mg trenbolone acetate and 2 mg estradiol. 
One cartridge belt holds 20 implants. 

OTC 

Trenbolone acetate: 2OOmg trenbolone acetate activity. 
Estradiol: 20 mg estradiol activity. 

Subcutaneous ear implant 

Steers and heifers fed in confinement for slaughter 

One implant containing 200 mg trenbolone acetate and 
20 mg estradiol per animal. 

Steroid hormones [a natural occurring estrogen, 
estradiol and a synthetic testosterone, trenbolone 
acetate]. 

For increased rate of weight gain and improved feed 
efficiency in steers and heifers fed in confinement for 
slaughter. 
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REWALOR-200; trenbolone acetate and estradiol; 
NADA 140-992; Intervet, Inc. 

n. Pioneer Product: 

o. Effect of Supplement: This supplement provides for the addition of heifers to 
the label, of Ivy Laboratories’ approved product 
COMPONENT TE-200 (trenbolone acetate and 
estradiol). The indications are for increased rate of 
weight gain and improved feed efficiency in steers and 
heifers fed in confinement for slaughter. 

2. TARGETANIMAL SAFETYAND DRUG EFFECTIVENESS: 

Under the provisions of the Federal Food, Drug, and Cosmetic Act, as amended by the Generic 
Animal Drug and Patent Term Restoration Act (GADPTRA) of 1988, an Abbreviated New Animal 
Drug Application (ANADA) may be submitted for a generic version of an approved new animal drug 
(pioneer product). New target animal safety and effectiveness data and human food safety data (other 
than tissue residue data) are not required for approval of an ANADA. 

Ordinarily, the ANADA sponsor is required to show’that the generic product is bioequivalent to the 
pioneer, which has been shown to be safe and effective. If bioequivalence is demonstrated through a 
clinical endpoint study, then a tissue residue study to establish the withdrawal time for the generic 
product should also be conducted. For certain dosage forms, the agency will grant a waiver from the 
requirement of an in vivo bioequivalence study.‘(SS FR 24645, June 18, 1990; Fifth GADPTRA 
Policy Letter; Bioequivalence Guideline, October 9,2002). 

Based on the formulation characteristics of the generic product, Ivy Laboratories, Div. of Ivy 
Animal Health, Inc. was granted a waiver from the requirement of an in vivo bioequivalence 
study for the generic product COMPONENT TE-200. The generic product is administered as an 
implant, contains the same active ingredients in the same concentration and dosage form as the 
pioneer product, and contains no inactive ingredients that may significantly affect the absorption 
of the active ingredient. The pioneer product, REVALOR-200 (trenbolone acetate and 
estradiol), the subject of Intervet, Inc. (NADA 140-992), was approved for use in heifers on 
December 6,200l. 

3. HUMANSAFETY: 

l Tolerances for Residues: 

The tolerance established for the pioneer product applies to the generic product. A 
tolerance for total trenbolone residues in uncooked edible tissues of cattle is not needed 
(21 CFR 556.739). The acceptable daily intake (ADI) for total residues of trenbolone 
is 0.4 micrograms per kilogram of body weight per day (21 CFR 556.739). 

Estradiol is regulated under 21 CFR 556.240 on the basis of allowable incremental 
increases. The allowable incremental increases established for the pioneer product 
apply to the generic product. No residues of estradiol, resulting from the use of 
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estradiol or any of the related esters, are permitted in the uncooked edible tissues of 
heifer, steers, and calves in excess of the following increments above the 
concentrations of estradiol naturally present in untreated animals: 120 ppt for muscle, 
480 ppt for fat, 360 ppt for kidney, and 240 ppt for liver. 

l Withdrawal Times: 

Because a waiver of the in vivo bioequivalence study was granted, the withdrawal 
times are those previously assigned to the pioneer product. 

The withdrawal time is zero days. 

l Regulatory Method for Residues: 

A regulatory method is not required because the generic product is assigned a zero 
withdrawal. 

4. AGENCY CONCLUSIONS: 

This supplemental ANADA submitted under section 512(b) of the Federal Food, Drug, and 
Cosmetic Act satisfies the requirements of section 5 12(n) of the act and demonstrates that 
COMPONENT TE-200 (trenbolone acetate and estradiol), when used under its proposed 
conditions of use, is safe and effective for its labeled indications. 

5. ATTACHMENTS: 

Facsimile generic labeling and currently approved pioneer labeling are attached as follows: 

Generic Labeling for ANADA 200-346: 
COMPONENT TE-200 
Box Label - box of 5 cartridge belts of 20 implants each (100 doses) 
Foil Pouch (Front) 
Foil Pouch (Back) 
Cartridge Label - 1 cartridge with 20 implants (20 doses) 
Package Insert (Front) 
Package Insert (Back) 

Pioneer Labeling for NADA 140-992: 
REVALOR-200 

. Box Label - box of 10 x 10 cartridge implants (100 doses) (2 sides) 
Box Label - box of 10 x 100 cartridge implants (1000 doses) 
Box Label - box of 4 x 1000 cartridge implants (4000 doses) 
Cartridge Label- 1 cartridge with 10 implants (10 doses) 
Package Lnsert 
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FOR STEERS AND HEIFERS 
fed in confinement for siaughter 

trenbolone acetate 200 mg and 
estradiol USP 20 mg 

For use with the COMPONENT One GunQ** 
For Use In Animals Only 

Each CARTRIDGE BELT holds 20 doses of COMPONENP TE-200 Implants. 
Each dose of IO pellets contains a total of 200 mg of trenbolone acetate and 20 
mg estradiol. COMPONENT@ TE-200 Implants are recommended for use in 
steers and heifers fed in confinement for slaughter for INCREASED RATE OF 
WEIGHT GAIN AND IMPROVED FEED EFFICIENCY. 

INDICATIONS FOR USE: This product contains trenbofone acetate and estradioi 
for increased rate of weight gain and improved feed efficiency in a slow-release 
delivery system. Do not use in veal calves, Effectiveness and animal safety in 
veal calves have not been established. 

NOTE: COMPONENT@ TE-200 is not better for increased average daily gain or 
improved feed efficiency than .COMPONENT@ TE-H (140 mg trenboione acetate/ 
14 mg estradiol) in heifers7ed in confiiment~foi‘slaughter. Studiesbave 
demonstrated- that the administra~on of CdMPQNENTp TE-200 can result in 
decreased marbling scores when compared to non-implanted steers and heifers. 

DOSAGE: Administer 1 implant per animal according to the following instructions. 

_ .- :. : 
-_ 

.- 
__  -‘- 

_  - 

GENERAL INSTRUCTIONS: Study the instructions which should be followed 
carefully at all times; avoidkiglshprj:t&ts, .-Skin +nf&tion’can bs avoided by prop- 
erly preparing implant site and imfilantei; During fly season use fly repellent on 
implant site. One designated team member should always do the implanting. 
Cleanliness of hands and instruments is important at all times. 

site of implantation is in violation of Federal Law. DO NOT 
attempt to salvage implantation site for animal feed or human food. 

FOR USE IN ANIMALS ONLY - NOT FOR HUMAN USE -- 
KEEP OUT OF REACH OF CHILDREN 

IMPLANTING INSTRUCTIONS: 
Loading the lmplanter 
Load the implanter following the instru 
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Restra in  the An ima l  
S p e e d  of implanta t ionas wel l  as  safety of 
hand le rs  is best  ach ieved  by  rest ra in ing 
an ima l  in  a  squeeze  chute  us ing  h e a d  
restraint.  W h e n  implant ing-  h o r n e d  cattle, 
bet ter  contro l  is ob ta ined  wi th add i t iona l  
use  of n o s e  tongs.  

P r e p a r e  the Imp lan t  S i te  
Sc rub  the back  s ide  of the ea r  ( implant  
site) wi th a  p iece  of c lean  absorben t  cot- 
ton wh ich  has  b e e n  soaked  wi th topical  
germic ida l  solut ion.  Fo l low m a n u factur- 
e r’s d i rect ions o n  germic ide  for correct  
s t rength a n d  p repara t ion  of solut ion.  
Avo id  get t ing dis infectant in  an ima l’s eyes.  

W h e r e  to Imp lan t  
T h e  full contents of o n e  car t r idge cel l  
shou ld  b e  imp lan ted  benea th  the skin o n  
the back  s ide  of the m idd le  one- th i rd  of 
the ea r  i l lustrated in  the drawing .  T h e  
implant  must  not  b e  c loser  to the h e a d  
than  the ec lge  of the aur icu lar  car t i lage 
r ing  farthest f rom the head .  T h e  locat ion 
for inser t ion of the n e e d l e  is a  po in t  
toward  the tip of the ea r  at least  a  n e e d l e  
length  a w a y  f rom the in tended  dapos i t ion  
site. Avo id  in jur ing the la rge  arter ies, 
ve ins a n d  car t i lage of the ear .  

-&ec i - the N e e d l e  - 
-Wi th  o n e  hand- f i rmly  g rasp  the ear .  W ith 
the o ther  h a n d  insert  n e e d l e  po in t  t h rough  
the skin a n d  e a s e  fo rward  o n  a  lateral  
p l ane  unt i l  the ent i re  length  of the n e e d l e  
is u n d e r  the skin. 

’ -1  knp l~~ t  - the Pel le ts  _  _ -  .--...- 1  _  ._-. 
A fter inser t ing the n e e d l e  fully in  the correct  implant  posi t ion,  squeeze  the tr ig- 
ge r  fully. A s  the n e e d l e  a re  w i thdrawn f rom the ear ,  the cont ro l led-pressure  
p lunge r  act ion proper ty  depos i ts  the implant  in  the n e e d l e  track. This  p roce-  
d u r e  shou ld  p revent  b r e a k a g e  o r  c rush ing  of pel lets if o therwise  forced into 
contact  wi th tough  f ibrous-t issue under l y ing  the skin. T h e  length  a n d  total 
contact  a r e a  of a  s ing le  d o s e  a re  des igned  to permi t  absorp t ion  of the hor -  
m o n e s  after implanta t ion to st imulate g o o d  we igh t  ga in .  B r o k e n  o r  c rushed  
pel lets m a y  inter fere wi th rates of ga in .  

C lean  the N e e d l e  
C lean  the imp lanter  n e e d l e  wi th a lcoho l  o r  a  p roper ly  d i lu ted germic ida l  so lu-  
t ion pr ior  to imp lant ing  the next  an imal .  

S to rage  Cond i t ions  
S tore in  a  ref r igerator  (2”~8°C;  3 6 ”-46“F) a n d  protect  f rom sunl ight .  Use  
be fo re  the exp i ra t ion da te  pr in ted o n  the foil pouch .  

A N A D A  200 -346 ,  A p p r o v e d  by  F D A  

M a n u factured by  a  non-ster i l iz ing process.  

‘U.S. Patent  No.  4 ,53 l ,Q36 
**U.S. Patent  Nos.  4 ,762,515 a n d  5 ,522,797 -  Ivy A n i m a l  Heal th,  Inc. 

C O M P O N E N T  a n d  C O M P O N E N T  O n e  G u n  a re  reg is tered t rademarks  
of ivy An ima l  Heal th,  Inc. 
M a n u factured for V e tLife by  Ivy Labora to r ies  l Over tand  Park,  K S  66214 ,  tfS A  
V e tLife a n d  Ivy Labora to r ies  a re  d iv is ions of Ivy An ima l  Heal th,  Inc. 

0 1  1 4  0 1  0 2  
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l01-1~ acetate and 2 mg estradiol. 
S#Of?AOE CONfWfONS: 

FOR STEERS AND HEIFERS FED 
Stomin a refrigerator (2-B% 3&47°F) and 
Use before the exoiration date minted on the to 

rotect from sunfiiht. 
x end on the canridae. 

IN CONFINEMENT FOR SLAUGHTER 
USES: * 
This product rs 8 slow-release anaboiic agent containing lrenbofone acetate 
and estra!Jfol whlqh increases rate 01 weigh! 
in steers and heifers ied in confmement for P 

ain and tmpwes feed efficiency 
s aughter. 

80x of 10 x 10 Cartridge Implants 
Manufactured by 8 non&Wzing process 

. 
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FOR STEERS AND ,~EiF~~~ FED 
IN CONFINEMENT FOR SLAUGHTER 

Box of 10 x IO Cartridge Implants 
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FOR STEERS AND HEtFERS FED IN 
CONFINEMENT FOR SLAUGHTER 
NET CONTENTS 
Box of 10 x 100 dose packages 
Manufactured by a non-sterilizing process 

Made In Austrra by: 
Inter-vet GesmbH 

Distributed by: 
lntervet inc. 
Millsboro, DE 19966 

LOT 

EXP 

STORAGE CONDITIONS: 
Store in a refrigerator (2-8%; 36-47-F) and protect from sunlight. Use before the expiration 
date printed below and on the cartridge. 

WARNING: 
Not to be used in aninials intended for subsequent breeding, or in dairy animals. 

: For Anlmal Treatment Only. Not for Use In Humans. Implant pellets in the ear only. 
Any other location is in violation of Federal Law. Do not attempt salvage of implanted 
site for human or animal food. 

482U30-c 508998 cwus, 011 
cgzyra- 
NADA # f 40-992, A~~proved by Fl 
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FOR STEERS AND HEIFERS FED IN 
CONFINEMENT FOR SLAUGHTER 
NET CONTENTS 
4 x 1000 dose packages 
Manufactured by a non-sterilizing process 

Made in Austria by. 
lntervet Gesmbt-l 
Distributed by: 
Intervet Inc. 
Millsboro, DE 19966 

LOT 
EXP 

STORAGE CONDITIONS: 
Store in a refrtgerator (2-8X; 36- 47’F) and protect from sunlight. Use before the expiration 

_ date printed below and on the cartridge. 

WARNING: 
Not to be used in animals intended for subsequent breeding, or in dairy animals. 
For Animal Treatment Only. Not for Use in Humans. Implant pellets in the ear only. 
Any other location is in violation of Federaf Law. Do not attempt salvage of implanted 
site for human OP animal food. 

782000-C 508999 ZWUS, 01 f 
-iis 
NADA # 140-992, Approved by FD 
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WARNING 
Not to be used in animals Intendad for subs+ 
quest breading, or In dairy animals. For Adlmal 
Treatment Only. Not for Use In Humans. Implant 
pellet-a In the *at only. Any other ioeatlon is In 
violation of Feded Law. Do not attempt ralvage 
of implanted site for human or animaf food. 

STORAGE CONDITIONS 
Store 8” a refrigerator (2-B%; 36747’F) and protect 
from sunlight Use before the expirafffn date priited 
on Ihe cartridge. 

PACKAGE QUANTITIES 
Box of 10 x 10 cartridge implants 

Made I” Austria by 
Intervet GesmbH 

Dlstrlbuted by: 
Intervet Inc. 
Millsboro, DE 19966 

482200-A 

NADA Y 140-992. Approved by FOA 
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@wbobne acetate 
and estfadiol) 

With the anmal s&ably W?Kttned. the skin on 
the cuter surface of the ear should be cksmed The 
Implant IS the” admtnW?red by the method shown m 
the ciagram below 

FOR STEERS AND HEIFERS FED 
IN CONANEMENT FOR SlAtiQHTEZR 
DESCRlPnQN 
RavaloP-200 (trenbo!we acetate, CAS Ragcstry Number 
10161-34-9. and estmdtol. CAS ReglsttyNumber 50.28-2) is 
an implant uxltal”!ng 200 mg of tm”b-3fo”e acetate and 
20 mg estmdii Each implant cow&s o! 10 small yellow 
pallets. Twr impfants ate provided in a carfndge 

Marmtactwed by a rwwtedlizin9 process 

INDlCATlONS FOR USE 
TNaptwad~&e~ao3mmandestmdldn 
ashwekam~sysfemwhkh~rateof 
weightgalnand-~leedamclemytn.stearsand 
hei&3 led h confinemwll for sliwgmr. 
NOTE 
ResskF-203 Is rmt better for mcmased avmQe d&y gain 
~iqxowdWeffunency~fl~*(140mg 
irenboione aceWe/ mg estradiof) in heifera fed in 
ccmfineme”t lonlaughfer. 
Studies have awrwnstrated that Me &ninistratton of 
Revald-200 can rewll in - matbling scores 
wlmcf2mp0dtonon~sleemandheism 

DOSAGE 
Ooawe Form: 
One implanl containmg 200 mg treobolone acetate 
and 20 mg e&add w admiislered to each awnal. 
The 10 pa3ts wlllcit m&Ike up ihe dosage of 
RevaloP-200 am contiM in on8 dnnsKxl of the mul- 
tipk3~cartndge.Te”dosesa~ineachCart~. 
Thec&ridgaisdaslgnedtobeuaadwdhaspwal 
Implad gun. 
Route of Admfnfsfrafff: 
The Implant is plaoed under the sktn on the pmeilor 
asp& of tfw ear ty means of a special fmphnter 
amlabk from tntelvat Iw. 

METHOD OF USE 
1 Do not remove the cap of the cartridge co”talnmg 

me wplatlls. 
2.Ptacetheoartridge(D)(Whthecqxcte”dtothe 

from Ima Sk% at me tco of me lmolantw maqazlne 
tmarled Amlfwdm&m) - 

3 Genny push Ihe camid+ into me slot until d 
cl&s mto place. 

4 The w+3anter IS then ready fof use 
5 Take lhe ear of the ammai fvmtv wth the free 


